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NAME Assay Diluent
ARICHITECT AUSAB ARCHI1C Tli.401ti-ApsgMgnaDket(02
INTENDED USE MULT-ASAY MANUAL DILUENTI 1 B3ttle (100 mL) AJ9CHITECT i MidliAssay
The ARCHITECT AUSAB assay is a chemniluminescent microprirticle immrunloassay Manual Diluent-is phsht ufrdsalinea solution. Prlaservafive.: antimicroltial
(ClIlAIA for tile quantitative determination of anTibody to hepatitis B surface agent.
antigen (anti-H~s) in humnan adult and pediatrics serum and plasma (dipoasasium Other Reagents
EFITA, lithium heparin, and sodium heparinl and neonatal serum. It is intendedi for ARHTC .e1rgrSluoll
quan~tiative -measurement of antibody response lollowing hepatitis B virus (HBV) PETIGE OUIN Pme-trigger solution containing 1,32-% (wjvl hyaograse

acntil.determination of HBfV immune status. and for the laboratory diagnosis peroside.
of HO1V disease associated with HBy infection when used In conjunction with other ARCHITEtCT i_16_qger Slt
latioratoiy reseltt arid clinical information. Li Gioz~SOL~uTiioN Trigger solution constainig l0.35N sodIumr hydroenel
Warning: Not Intended for use in screening blood, plasma, or tissue donoers. ARCHITECT L wash uffeLr
The effectiveness of ARCHITECT AUSAB for use in screening blood, plasmra. or WASH UFFER Wash buffer containing phosphate buftered saline solution.
tissue donors has not been established,. Preservative: antimicrobial agent.
Assay performance characteristics have not been established tor WARNINGS AND PRECAUTIONS
immurnocomsprornised or inimunosuppressed patients. The user is responsible for For In Vitro Diagnostic Use.
establishing their own assay performance characteristics in these populations Sft rcuin
SUMMARY AND EXPLANATION OF THE TEST AI
Tee ARCHlTECT AUSAB assay idetermiines the concentration of anti-I-lBs present .I -L -n CAUTION: ThIs product contains human sourced infectiousin humnan serum anti plasmna. and/or potentially infectious components. No known test method can
Hepatitis It virus lHl3Vi is a mator cause of liver disease end is endemric worldwide otter complete assurance that products derived from human sources or
The virus can be transmitted through direct contact with blood end body fluids inactivated microorganisms wilt not transmit infection. Therefore, all
including sexual contact. The incubation period for HBV infection can range from human sourced materials should be considered potentially infectious. In is1to 6 months averaging around 6 to 6 weeks. Typical acute clinical symnptoms 01 recommended that these reagents and human specimens be handled in
H8V hepatitis incluite mralaise, laundice, gasiroenteritis. anid fever. However, HIOV accordance with the OSHA Standard on Bloodborne Pathiogens.n Diosafety
iiitection can also result in subclinical enicteric hepatitis, lulmninant hepatitis, or Level 2V or other appropriate blosafety practices"" should be used for
Chrnmiic oi persistent hetalaitis. Although most adult patients with HBV infection materials that contain or are suspected of containing infectious agents.
comprlteloy recover tram acute itlless and clear the virus, 5 to 10`% of patientswithl The conjugate is nonreactIve for HEsAg, HIV-1 RNA or HIV-1 Ag.
HBV ira beconvex chronic carriers, It is estinrated that over 300 million people anti-HIV-1/HIV-2., and anti-HCV.

wllflwlit are hioer cariersof h virs. ChonicHI3Vinfecionis asoltlile I .For information on the sate disposal iof sodtiim agte arid, atiletalini discussawith the. development of hepatocellular carcinomra, lit f1IIV titfected neonates, of safety precautions during system operation, efe .0 -Ire ARCHM-IEC T Sysate--
aitplroeirately 90,% Iletvelop chronic tielatitis li infection." ervtsanl.Scin.
Anti-tilts assays are otfc-e used to deatermine the success of hepoatitis 11 uaccinatiol. HnigPrcuos
Tine pioseiiie of aili H~s hams heoni srowni to ie,? rimponant in protection agalit adigPrcuin.it Do no' Lse reagents beyond Itile expiration dste.I-f lV infOctidn . Numerous studies have demonstrated the effectiveness ol In ontpo egnswti eaetkto ewe egn is
hiepatitis It vaccine to stimulate tee mimmune svstemi to produce anth~s arid Do1~orno pooalln rheaetsihn aRHTC ragent kiReabetwe egnt Kkirte yts.nfo
Iprevitni HBV iritoction -P one.he Iniatipgrthcit ARCHtleC reuirsA mixc; 'K: re iien myitrornafiolies
As~says foi anti-I-lBs aie also used to monitor the convatescence and recovery n h irpril oterqie i .a. ap.. ic~atce iS
at hepa:~is 6 enfected irtdivittuals., Tine treseirce of anti--H~s aflei acute HBV ma aestlddrn timtt-Frmcoe-u t- mexn inris~rlailns. e-

steamonand ossof ogattisft irussurace ntien f-Ib~g;canho t tat - th- PROCEDURE, Assay Procedure section of 'his package insert.
mililato 0 itseasoretoatiri.Deecton01arii-~s i ll sylllillritl ramula Septumns MUST be used to prevent reagent evaporation and contamination

mayi nltiital orevious xoottsurln, to HBV oir HBV vaccination and to ensure reagent integrity. Reliability of assay results cannot be
guaranteed if iseptumns are not used according to the instructions in thisBIIOLOGSICAL PRINCIPLES OF THE PROCEDURE package insert.

'hc A~llI-HITEC, AUSAt i asay is a two-atep inimunoaisspv tor the qI ir'Ii .C To avoid contamination, wear clean gloves wienc placing a septum an. an
Otllltilof yst-l fBs rinunan serum arid plasma usiln , t C0. a uncapped reagent bottle,

Illtliui~i lsliipnltttail5 ihliil-lO toa hmlev -ax. B ieloem Wladci thup septlim on an uncapnocs reaganf huwtle sqlieea:e
Ill tile ifrst step, sample aind recombilnant It~sAg (ri-iBsAg) coated para-iragreta soptiim in near to const me itia tie slits are otter. It tile Slits a~pitar sea~-i-

ilcollllsarc, all-bitnelt Ash i HB-,prseIni-t in tiel( sapleli bin'tr to 'flu i HsAg tonl'rlntr to gonsly sifile~ez thtte sepunltm tot liOplthi slits
co0a1i00 nicroositicles. Alter, wasilnrg. acricinium-iaheled ri-t~sAg conpueate is -Once a aeptuin, has liven pilacedt or1 '0 rica"ri: bolsl.' do not invert ihe
mntolntii tle sincond step Following another wash cycle, pro trigger ial' rilggel bottle as this will result in rea~gent ta-n r n" o'pcl~5
utlllultonur-a aod 0-Io recin lixturel. Thl-li TOtaultingctliltrllselOl'
resetndisa n'easuieac as relativelih units (RLUs%. A direct relationshnip euis-n C rtmeiullquids may dry on tire sepius- sufacea Ths'-e
hetweenr thel tiniiuiit ol ant- H~s in the salmple i:rid the 'ls dintectedli t~v'i, dal rilni salts end tiavet rio efect on assay eficacy

ARC~~fr~~cr i Sys~~e~~n, optics. ~For adetailed discussion of haindling p. cau -onsctgsyste:"1 -p'-- mlTho nconceril'enon a i Tsi ~ea lrpeiPlerrniiiCll r the iii o lhe fli-CHITECT Systenn Cperatilnin Manuai Section
A~tiHIT~l USAI cllhanioHSin , curvesdee-indUsn a

ARCHITECT AUSAB calibration curve ~~~~~Storage Instruct ions
For aadllsna information onl systemn alnd assay technolorty., reer no thne ARCIllITECT 8a
ntys-,lnll Onm. ions 1sfi. ge. Section 3.

REAGENTS 2 IC The ARCH-tEthCT AUSAB 'leage..1 I' , rr~s' es" r~a
Reagenii Kit, 100!500 Tests lna,tm~-nf%1n ptti~tO0 51W( ritie he 15111 ~di-ey ferrna r
NOTr- E eaceliont ,aries based, sri oiler f storagli.

MIVIROPARTICLIES~ I a- 4ai Sl'E--- iis.63 1rt oh0 --L- Ieri!.-Iiit, .1 , xi.-I 5ut
in ne-i--- .g -- I-Ps ., .., ian- -05 icrotn-i'-"-. A~rHItIECT AUrSAB fllagetl0 Kit mnay-I'-,,wo ii.'i titnlr tl~i AitCHI-.-

Feuli Is ~~~~~~~~~~~~~ 1 ..~~~1y,ueni-for a t-il - of 0 duy After.ia ciy.-'nu-rea-lmeni -u-sanm0,12 soi'5 Pre~o,,an I en n . a-' ee" W For -mforrn-'---o' oil tackini9 -I.'ioar' iic I--i, oh ARCt-I-F-

CONJUGATE1 i 4 ha` 0s b, :1163 ilLI -ep yi's B s rnr (E i i

rIESfioIcO 112 ~-,n c Ii -y-.11 --Cr . .inc, l 1 I gl- 'i-rnpa,,. ~ r oa rmii y~~ liorts'- -a 8Cm "i- Ss anle .a-

Szabitc 7 Iilm o-rr~ol ~ ~ es:ra'~~,an.cn$ n ;I Upr191 -los'i¶-ll For i"--rn-. ~ ff . .. Rymer
ieco- enrie t;-t tne bi, in o1' - -a-v 'a --- ooe -.

lis i wm~ -nriIte microparticle bottle does not remain upright witir

a septum installed) while in refrigerated storage off the system, the reagent
kit must be discarded. Alter reagents are rca--ten florm tIn vm e - "

,,Can und~ o ttln nnitirm, atatiitetne

DRi 1830 u6 Pail A 1L82 Rgt Insrtindd 2 6/7/2006 12:14:2e6PU



Indications of Reagent Deterioration Avoid more than three frenselthaw cycles.
When a control value is out of the specified range, it may indicate deterioration of Shipping
the reagents or errors in technique. Associated test results are Invalid and samples Before shipping specimens, if is recommended that specimens be remoTved
must be retested. Assay recalibratron may bn necessary. For troubleshooting from the clot, red blood cells, or separator, gel.
information, refer to the ARCHITECT System Operations Manual, Shdtion 10. When shipping specimens, pacliage and laltel specimens in compliance wilti
INSTRUMENT PROCEDURE aeplicable State, federal, and international regulations covering the transport of

The ARCHITECT AUSAB assay file must bo installed on the ARCHITECT clinical specimens anid infectious substances.
iSystem from thle ARCHITECT i Syslem Assay CDOROM before performing Specimens may be shipped amnbirent, a. 2-E-C (wel jcei. or frozen Idry icel. Do

tie assay. For detailito information on essay file installation and Viewing andt not exceed Thre. storage time limitations listed above.
editing assay parameters, refer to the ARCHITECT Systemn Operations Manua PROCEDURE
Sectior 2. Materials Provided:

*For ieformalion on prirlineg assay parameters, refer to tile ARCHITECT System * L82 ARCHITECT AUSA8 Reagent Kit
Operations Manual. Section 5. MaterasRqie e o rvd

*For a detailed description of system procedlures, iefer to the ARCHITECT ARCHFTECT i Syslem
System Operations Manual. *ARCHITECT i System Assay CD-ROM
T he detault resull unit for the ARCHITECT' AUSAB assay is rmlUjimli An 1l82-01 ARCHITECT AUSAB Calibrators
alternate result emit, lUrL. map be selected for reporting results by editing assay lt-t2 0 ARCIETASBCnrl O te oto aerl
parameter "Result concentration units" to lU/L, Thre conversion factor used try 1025 RCHI`TECT A UStABsotosy (anua Diluercnto ntef
'the system, is t.7D25ARHTCiMut-saMa .aliunn

SPECIMEN COLLECTION AND PREPARATION FOR ANALYSIS ARCHITECT i f~GiOUIN
Specimen Types ARCHITECT iWSHUFE

*Thre following specimiriten types mere verified for use With the ARCHITECT ARCHITECT i Rn~EACToN ivE.ssELsi
AUSAR. assay' ARCHITECT I [*AMPLUP

Class Pl'astic ARCHITECT I [LEs~
*Serum11 Se rum T ARCHITECT I REtP-LACEmeN~T cAP~s
*Serum separator, Serum separator * pet~tes er pipette tips (optional) to deliver the specified volumes

*Lithium hoiparin plasirta separatirt ror reformation on materials required for maintonunce procedureso refer to the
*Sodium heparin ARCHITECT System Operaliorts Manual. Section g.
Dipotassium. EDTA Assay Procedure

Tire ARCHITECT f System does riot prtlvilte the cartabilily to verity specimer * Before loadirtg the ARCHITECT AUSAI3 Reagent Kit on The System. for the firs:
type. It is the responsibility of the operator to verity That the correct neecimen time, The mieroparticle bottle requires mixing to resuspend mricroparicrles That
typtes are tused in I ite ARCHITECT AUSAB assay mytai otidIuii hpsn.Attrtr is mttl irputco rn

Specimen Conditions been loadee. no further mining is required.
Do not, USe specimens vvth til lo ilowinc Conditions lIrvert the micropartiicle bottle 30 times.

*h5a5t~ntltivatoo Visuarlly inrapirci the blithe or ensure micropiar'srcles are rirSUspencoo It
rtr.croparticles are still adhered to !the Coutte, corltinud t invert the bottle

* r syhrnlye un~il Ire rriticroparticles havea beert conrpletoly resuspirrded
* enious miicrobial contaninrratior fo If the miciroparlicles do not resuspeird, DO NOT USE. Contact your local

i Torencehas fe, bon etab~ihod or th useof dven, peciens.Abbott representative..e omic a o oeethihdtjeue0 eaur P~.,05 IO (icce lire inceatilsIavo berth renutsltetidtdt piace a sulituli Sit
the use ohbody Ilurs ethel t~ari ltnrren serum 5 rd PUIC Ilritlrt. f-er insttrictions abotut r~iscing septuTrio on hrtris, ruler to thit

For accurate results, serum anid plasma specimerrs should be tree of fibrin Hodling Precautions sectren of1 Iris pacirage insert
red blood cells, and other particulate matter. Serum~ rvocirmono frtts pattitrSir -~- h RHTC UA egn i nteACItC vt
reCOnivrg anticoltguia'l or thobi-tetorany nay contsarr fibrin dtte tii torlitdall AR rHTE-esnr' ASBReaent-c Ktire , pre ACIr's vse
rluoirpiete clot fointatrons

*Use caution when handling patient specimfins to prevent cress contsnirinvion Esure that septUni's are prresenrt or) ait retagenit tiortIet
Use oldrapenblirpipetes Orpdi~tt titt is rtcottstltnss. Crder calibration, if necessary

For optimal results. ritnoect all specimens Ion bubbles Remove hutbies .0h I iilraino rein airtos en o tnir~~tTSse
ollplca or stic beore, analysis Unit a srrw ao00ic5 or sick for actoi 'tprrcr Operutions t~sta.Scin6

To revent cross contaminatiton ar-or tests
Preparatroir for Analysis ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ IFor inlortnatro ots orderingr patient specrrnrlrs urrir tlloitive cntrorrl atd for

Follow Trio trusi 'rarnuiac'urer's prrocessing inrisructitint for Sir~rur arrrd nlurla gerreral operating procedures, rater to tire ARCHITECT System Operations

collecuion tubes Gravity separations is noi suffidleirt iCoI specireni preparI aton. Manrir Section S
sened vortesing U, ti flowngintUCI~stoore a eaiecnrol I nonreac~tire forrMirxn Vharsrraltpeirinst tioreourrerien Iy lew pereigr votttiirrniir rai s'osrnet:, titts

i VroirrLCailyso u~ilspetiThenttspecnirrt smit-hyonrirrogr sre iiiartr isibs. * 11Orrer a n-t econtrol as a patient specimen, 001 an a control

0 rrisus crrisotecy resull. sertiert '"ist tirtrsistartt li alet ii~ŽManually verity the validity of tre negatrae control every time it is rue.
,jbe, sae cr~rit at 19600 FiCF (Ralwe Cenrifugal orcel fo 11, BOfLiteris thei ctdnrol is ru n as a patient spcrriermr i resut will riot brt

minii.eos tciret coils r ohe flrrgg byteAIlEIuSse ifI, its a~ttodo thep acceotalbte
mey 00ntai5 `birn ree bleed Oll'i, r io'ef 51ar orcontr.l range.

'sun wore irozen and trsnaea. To troublesiroot corntrol vatuies lhi ar si outside tre Corrtlo.
irt-igit relrrr tc the ARCHITC y:rsClrico vr rl'½'trrtrgrd l rtiri's With 5 lirrd kiriver OY tfire ItO rh:b" trtins'rnln''IitScto O

asa~nro sue cr Soclrsoiirn tue atar must be a oi~~s~ n~y ri'Juc"5.~nus imtr 5 oi5. t ~rtltdb hi uts el5il~iStn

Ti-Irs'elcla~iricsoecmen samle cu Or ec,,cuy ube or etatthe iirde'list report. Nto more than tO replicates may be -sar'nied from th sn'trustur lairiaasoecn-"nto nnm'te up o 5C.lrit~lytub (a~tvsrrinsirnmrti ctup. To. roiirirtir tir'e etrcts or nvrtoratlton verrtn, riitr'rrto aipStorage CUO VOILtirr is prues:r. beore 010000, She to'
(t; cvs''i lv, sI'oe on Ol' r of'l t~-llt~ do't 5e.btt,,clisi~t. Or sopai 111Cr q'Prtrriority: 12ori. Io hirnt AUSAB tis lu tns t i, JA, io -c dt .1r

ArLSAB tent Iro'- '!lv L s' 1 ,c
- ~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~ '~~~~~~~~~~~

1
iOWS onboarrn ISO "i. i~ii.'ef-sAUSAlr, st i!~ S /5 t!,ini

* ut To i itnys t'' 2 C*it ril 'rA o uii o eI ItCO

tC1Ieir'LertsO or moe tirIni / da.5 tor spcnyitrin tacre's ait 2-il C. remtove scrolt-,utcarlrs
or plasn) irti frmthi cto t, mIt bltoot co~lils hr sno irrrtor go! ai td slorert n 20 C, .t Ii -~iqsr"y' cue t bes usv- Ie laitroe gtrucie to enu500, fcin

Poe p .n'n' i t rt~ro n,'sr

Pace 3 or12
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· Prepare calibrators and controls, Once an ARCHITECT AUSAB calibration is accepted and stored, all subsequent
- ARCHITECT AUSAB Calibrators and Controls must be mixed by gentle samples may be tested without further calibration unless:

inversion before use. A reagent kit with a new lot number is used.
To obtain the recommended volume requirements for the ARCHITECT Controls arc out of range.
AUSAB Calibrators and Controls, hold the bottles vertically and dispense QUALITY CONTROL PROCEDURES
7 drops of each calibrator or 5 drops of each control into each respective The ARCHITECT AUSAS Controls are in a serum matrx made from recalcified
sample cup.
·arriple Cup. tlasma. The user should provide alternate control material for plasma whenLoad samples, necessary.

* For information on loading samples, refer to lhe ARCHITECT System The recommended control requirement for the ARCHITECT AUSAS assay is
Operations Manual, Section s that a single sample of each control level be tested once every 24 hours each

Press RUN. day of use. Additional controls may be tested in conformance with local, state
For additional inrforiatiort on principles of oteration, refer io the ARCHITECT and/or federal regulations or accreditation requirements and your laboratory's
System Operations Manual, Section 3. quality control policy
For optimal performance, II is imiportant o performl routine mainienalice as Control values must be within the ranges specified in the control package insert
described in the ARCHITECT System Operations Manual,' Section 5. When a If a control result is out of its specified range. any test results generated since the
laboratory requires morn frequent maimtenance, follow those procedures siasb acceptable conirol results must; be evaluated to determine if tesi results may

Specimen Dilution Procedures have been adversely affected. Adversely affected test resets are invalid, and these
Specimens with an anti-HBs value exceeding 1000 mlU/mL are flagged with the samples must be retested. For troubleshooting information. refer to the ARCHITECT
code ',1000 mlU/mL" and may be diluted as follows: System Operations Manual, Section 10.

Concentration mIUtrmL Dilution Method RESULTS
CalculationIIodilution-required The ARCHITECT AUSAB assay utilizes a 4 Parameter Logistic Curve Fit data

a 1000 I Automated Dilution Protocol (1) reduction method (4PLC. X-wei'hted) to generate a calibration curve.
or

Manual Dilution Procedure (2) Flags
Some results may contain information in the Flags field. For a description of the

15.000 Manual Dilution Procedure (2) flags that rmay appear in this field. refer to the ARCHITECT System Operations
or Manual, Section 5

Autorraled Dilution Protocol Corntbined
with Manual Dilution Proceoure (3/ Interpretation of Results

> tOO 000 Automated Diluteon Protocol Combined Initial ARCHITECT AUSAB Results
Wit> Manual Dilutiont Procedure 13'3 Initial Result Instrument Flag Interpretation Retest Procedure

Automated D il/ution Protocol 8 00 mUlmil.. NONRIEACTIVE' Nonreactive No rotest reqaired
Frc resul ;Its up to ls,000 rILJI~i,[. 8 00 milU/mi.. to GRAYZONE Grayzone Retest in duplicate
The svstoqit terlorims a 115 dilution of the specimen and autora's.ically t2.00 mni/riL
calculates the concentration of the soecimen before dilution and reports

tne result. '- ~~~~~~~~~~~~~~~~~2.00 nlU/mrL REACTIVE Reactive No retest recurredtile result.

2 Manual Dilution Procedure
ARCHITECT AUSAB InterpretationFor results ur to 100.000 MilUtiil..

Thre sugge.sted: irtarual dilution for AUSAB is lt 00 it is receomt nnei c Initial Result Retest Result Result Interpretation

it;utions tot exceed 1:l00. R 00 ;*IU/mL No retest leired. u Nonreac-,te Individual is considered
io t( c'10 {ttiuitl, atte tt pl.. (f 'he potion, sotinien to 9i .tt or rino siprise to HBV .
AiiCHI'TECT i Multi-Assay Mcnual ODluent intectoi.
' o oerarttr must etter timhe nlhtion facttr in the Patient or Control trder 8.00 m.U~nmL 3oth of thre ' Nonreactive InF d~lis considoerdcscreen. Alt assays selected for that order will be diluted The system to tuplicatt relns: not irimuni to HPV

t! ue this dilii)rn factor to autosratically Caitculate the concentrati i 2 'tO results are ntictior
or tle samole before dilution and rcoort the result the concentrationra 8.00 mt~mL
'escrire by tee ARCHITECT i System MUST be greater than er rteual to
1.000 mil.mI. It 1ho reported conccetration is less than 1.000 mlUtmt. One or both of the Grayzone The immire status Or
use a tomr dil[itioN factor, iuLlitCat(e retest thit insMidual sho~iid

3~AuT~~to~ca.eq u nlito0Pojol _;QPo itie~d ¥w'~!%f~anuai Dilution _Proce-dureDi Acronatec (Diution Protocol Coniedmih anta Dluio Pocdueresults are be further assessed
* irir results tir it 1 sO~ttOC mtlt/rnl.. 8.00 milU/mIt to by corIdirg tther
The suggested mtanual dilution for AUSAB is 1:100. It is recommernded < 12.00 mlI/mI. factors. such as clinicai
dmlutions not exceed 1:100 status, foillowup testiln.
For a 1:100 dikltion, add tO pL oi ihe patient aecaTien ttO 990 :,L of associated risk ftctors
ARCHITECT i Multi-Assav Manual Diluent. and the use oh additior!
Order the AutoMated t)iution Protocol using hte manultly diiluter t.t100 tnti t intormeriti

ihe concevadttiio reported y the ARCHITECT Sysisem MUST beq eaoe Both of hie Reactive Inrvidtss itors.r
-anrl 150 mlUl/L Multiply the result (from the Automated Dilution dolicato retest immude to HitV mlectslon

Protocol) by the manual dilution factor (e.g., 100f to obtain the fints reusa are
sample concentration, If the concentraticn reported by tie ARCHITECT -12 00 nfUtirqt.

Stm ise 'us hot t .~(} rnltUJ/rIt , s t a lowe.r Oituttt o.[oidacTO ! 00 mill-UmL NO !reaest redjCed RIeactivc I nlOfit-OL S cosis(ioto(',
For detailed information on ordering dilutions. refer to the ARCHITECT rmu'e tto HGV nfec'aor
System Operations Manual. Section 5.

Calibration
Til),[or.rrf a Cbro!tulorn .'S AR tCHI'"CT I .11AUB C'itns A *irh IT :;
:*,.Ptlttt, 1 hi Cahbtoreors siotsid mei cro' :tomoO'
A sirt 1` it:.' $;!' [ t[ '':I.rt' , idiot'. ;

DOrer con.rois ts uescc Die aov.ce
Enstjr n-t1 ass .iy :totrilt vatltos are f',"ti li t t mn ( r si!norl rtrlti(s
sectited ti ire coniol sackage insert

Caliltritor Ritansi Cr 11(10 ''I

Ploe 4 of 2
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LIMITATIONS OF THE PROCEDURE Of the 1314 specimens. 816 (62.10%) were female and 498 (37.90%) were mare.
For diagnostic purposes, results should be used in conjunction with pahent The age was not reported for three specimens. Of the remaining 1311 specimens,
history and other hepatitis markers for diagnosis of acute and chronic the mnean age was 40 years (age range: 18 to 75 years). The distribution of
infeclion. ARCHITECT AUSAB reactive, grayzone. and nonreactive results among the
A non-reactive test result does not exclude the possibility of exposure to increased risk popularion by age and gender mn.::131 1) is summarized in the

hepatitis t virus, following table

Resuls obtained with the ARCHITECT AUSAB assay may not te used
ARCHITECT AUSAB Result

intorchangeably with valuet obtained with different rianutactRfern assay Age
methods, Group Reactive Grayzone Nonreactive

· Resutts f'om immunosuppressed patients should be interpreted with caution (years) Gender n(years) Gender n (%) n (~,')~~~ n (%X) Total
Assay does not diiferentiate between vaccines and natural infections.

t0-19 r 9 f64.29) 1(7.14) 4 (28.57) 14Performance characteristics have not been established for therapeutic
monitnrtn 9 M 7 (63,64) C (0.) 4 (36.36) 11
A reactive aniti.HBs resull does not excitide co-infectlon b;v another fetatiii2s

'20-2'9 . ..F 82 (44.57) 2 fl.09) 100 (54,35) 184
virus.

35 (36.08) t (1,03 61 (62.89) 97EXPECTED RESULTS I. -- .. .....
Due to goographic locations or eomographics, assay results obiained in indivicuai 30-39 ' 78 142.39) 1 (0.54) 105 (57.07) 184
aboratorieS maV vary from, da:1 present-edtt. H 33 (30 84)1 0 (0.00) 74 (69,16) 107

Increased Risk Population .
Of the 2389 specimens tested in the ARCHI'TICT AUSAB clinical study. 1314 were .~~~~~ ~~~~~ 1.499 t4 to 5 . 7 8 251
from individuals wirh increased risk of HBV irnleclion. All 1314 were at risk for M 55 (34.59) 1 (0.63) 103 (64.78) t59
HBV due to lifestyle, behavior. occupation, or a known exposure even! but were

50 59 F 68 (.49.64} 3f f2.19)i 6 411 3asvmptoratic and reoorted no current signs or symptoms of hepatitis

the itncreasoo ris a notulation (n,,,1314) consistet of thp following raco et- nnc C 30 (27.52) 4 (3.67i 75 {68.81) 109

groups 60-69 F 2 3 65.71) I1(2.86) 11 (3143) 35
625 56% Caucasian
477 (36.301, Afican- American 3 (25.00) 0(0.00) 9 (7500) 1?

167 [12. ,) H ni 70-79 F 3 (37.50) 1 (12.50) 4 (50 001 8
I19 i4".:.) Asian

2 (6667) 0 (000) I f33,33) 3
6 I0, 46,

~
) Am~erican~ Inciatn/NAaska Native

20( 1,52-11,~ Other Total 534 (40.73) 20 (1,53) 757 (57.74) 1311

he t314 spe-men u e tre orease risnk population were outatne frlo lie Arc- was not reported for -tire scs
OltOWii 6Oi-.olaCiio- iooa7letit

/43 o56 I4,- Ilro- Galveston tx Pediatric Population

C'b 1 l CH frot High Point, NC Of tot 2389 specimenrls tesaed in tt-e ARCHITECT AUSAB clioicl sitt,(t. 120 were
99 'r -n. Plymouth N1-A from a Oediatrc population, The specimens were obtaoires from a comnercmi

eIae-nor which collected the specimtens lore a collection site iocted in Fall River/6 5178-!~fomnCo-ton. CA
w_9 i n 4 9 a',I4a TX MiA 'e specimens were obtained from. chicren ages greatef oan I month to

`6 {4 u26',i ftro SI Ptersattnurj FL I8 ,eas
3 01 (3.96lu-~ Inr'- Mfirnt. FL Ine n-itOlQat are sbrr aly ace a nnb plentcr in :i- ltflowiing table

36 (2.74',- I ro- Denvry CO Age
-t0 6l rt-m C-.ca o It.. Group Reactive Grayzone Nonreactive

A rtitotl~ if -i,,, 40 of 2he attecinitens in th int iitcwtasrot risk eopluatiol wtre (years) Gender n (%) n f%) n ( ,) Total
eaci've n 'e.ARCHITECT AUSAB assay. The nunitber of ARCHITECT AUSAB Lln(;er 2 F 8(80 1 (10 0 1.1 t a
-?,c-ve results, -telsievedi for tier nmcret:sed risk pottultiton at each mocct~n 12 (85o711 0 0 0 00 114.290 14

uocaton was

2F161 of 43 i3, 15- -firm GalvesaonT TX 2 to 12 12 (5".55) 2(9.09i 86136 361 22
t03 of !s5 i55 '8-i lion: i-figs Point, NC M 8 t21,05) 5 (!3.16) 2S (65 '/9) 38
29 of 69 i29 29!] from" PlYmouth. MA

35 of ¢'6 (4t.,% from Coilon, CA3501 Oh , o ito --in Iron Cititor, CA 13 c tg F 16 f700}ul I '4 / '17 5 2053 2
16 of 59 2/12 r 2 'on DOallas. TX M 8(6.6 I a (Qa 4(33.33 12

16of 5 6 (28 57-o frorn St Petersburg, FL Total 66 (55.00) 9 (7.50) 45 (37.50) 120
33 o0 52 (63.46(3)', froIm Miami, Ft.
24 oi 36 i6657',;- frow. Denver. CO
3 or 8 (37.50:',:) from Chicago. IL

Pa',:-o 5 2
1830t f5.hAL Rn8 8 1:1Mor !
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SPECIFIC PERFORMANCE CHARACTERISTICS
Assay results obtained in individual laboratories may vary from data presented.

Precision
The ARCHItECT AUSAB assay is designed to have an imprecision of L: 10% Total CV for the ARCHITECT AUSAB Positive Control, a high negative panel targoton
o a codcentration value of 8 mlUimL, a low positive panel targeted to a concentration value of 12 mrlUi/nL. and samples targeted to codcenlratjon values uip to

500 mlUimL.

System Reproducibility
A five-day precision study was performed for the ARCHITECT AUSAB assay based on guidance from the Clinical and Laboratory Standards Institute iCLSIi document
EP15-A2. Testing was conducted at three clinical sites using three lots each of ARCHITECT AUSAB Reagents. Calibrators. and Controls per site. Two levels of controls
and panels were assayed in replicates of four at two separate times of day for 5 days. The data are summarized in fhe following table,

Precision with Precision with Precision with
Additional Additional Additional

Within-Laboratory Component of Component of Component of Site
Grand Within-Run Within-Day Precision (Total) Between-Site Between-Lot and Lot (Overall)
Mean

Sample nt (mtU/mL) SO %CV SD %CV SD V SD %CV SD %CV SD %CV
Negative Contro 360 0.09 0.108 NA Ott10 NA 0,!23 NA 0.136 NA 0.162 NA 0.168 NA
Positive Control 360 14,78 0,502 3.4 0,542 3.7 0,739 5.0 0 995 6.7 0878 5.9 totS 6.9~~~~~~~~~~~~~~~~~67.........7 ' ..01
High Negative,; nel 360 7.20 0.334 4,6 .? t5.1 0.434 6.0 0.814 11.3 0.570 7.9 0.8465 11 7
low Positive Panei 360 10,84 0.453 4.2 0.497 46 0.602 5.6 1.066 9.8 0.826 7.6 136 I0.5

NA -not applicable

Withinf)La borat.ory.?r.eg sion
A 20-day precision study was performed for !he ARCHITECT AUSAB assay b;ased of guidance froit 'the CLSI docureat EP5-A2. Tesilng was coiducted at Abbott
ltboratories using three ARCHITECT AUSAR assay reagent lots, three calibrator lots one control lot, and two instruments, Two levels of controls anod six levels of panels
were assayed it reolicates of two at .wo separate times of day for 20 different days. The data are sumnmarized in the followie 'able

Grand Within-Laboratory
Mean Within-Run Within-Day Precision (Total)

Instrument Sample n (mlU/imL) SD % CV SD C V SD %CV

Negative Corie/ 240 lit 0 .135 NA .3G NA 04:50 NA

Positive Consrol 240 14.99 0.499 3.3 0,572 3.8 0.'- 5.4
Paniri 240 /, 1 0.339 4 0339 4.5 04

62

Pane. 2 240 I 1.32 0.471 4 2 0.479 4,2 O 666 5 9

Patroe 3 40 43 7' 1.407 2 8 1.73 3 -5 2656 5

Pane, -: 240 11 2.84 a 6 5 0-' :
lan(.t 1, 24( 497.89 13.496 21 1'7.40r1 3.5 £ 2504 .3

iat: 6i 241 8I7 3 7, 29 21.876 2.6 25,947 3' 45366 5.

Nogitive Cio 240 0 U80 NA 0.80 N'JA 0 A

Po'tica .... ro' 24101 0.l96 "1 20.669 4,3 0 9C7 r-5

Panel~ ~ ~~~~~~ '.20 8.18 0, 5 07 (62 05~44 6 7 065-7 ,8 2
Panel 2 240 12.25 0,564 4,6 0,573 4'7 0'76 63

Pan(!' 3 241 5163 1.388 2.7 I..38 3-4 2.557 5.0
P'ne 4 1.40 1i' 4'0 3.2 0 474 48Pane~~ ~ ~ ~ ~ ~ ~ ~~ 3.2 3. 2 24.71

uric 13 240 511.13 12171 I 633 3.2 24.a- 49

Panc 240 852.69 24.829 2.9 33928 e.0 5.

14A nal appilcable

Clinical Performance
A 'tloispective tu-lt;icenter study was cencute'r to eva.a-e the aliity of Tre ACHI'-C'T AUSAB assay to oetcv' an'i-Hfs antibodies - a group of individa's :ha
wouio normairy be 'ested i a clinical situation Of the 2389 soecmiens teseo, in the ARCHITECT AUSAB clinical sludy. 1314 specimens were obtained from innd!ouais

It Iiirteased risk of H8V ip nfeclib3n n1 to 1ifnst'le,. tnfavler, OCC1 iti)' est;-lac. staicat' or ;- kntwn exoosute eve.'
.

and 704 ssLecirtens we, re otutated frtt inrcaiodals
·- '1 nlFHi" signs and sym'p'oms eo hsapa ineection.
The, soxecimeres n,20 corlsi&1(d O1 !f fel',owes ra~ce/(e!ihnln groulag

~I]61 5:; 87':-:1 C~~~zbcas~~ar~ 40 fi ,98';,) Asian
: 28 rig* A'.'-;"an. Ao-r!r l0 45- ici A "or Irb3t,; -Aaska N1a~ie?

290 14,62:~ fhth;~,, 30 1149'3 Other
rqo - © e s * 1~8 'A1e~e oelai!'e2, fro:," !he fol'om~. n COllec l -rl c -IlOn]

~'i4 ' 36" I sot .2 - '18 lfr,0m Colion C;A
-41 i6 t :1 fet' P ~v-rxu r , '%, f rotm D,'--sa TX

· q 5 9 17;I :- tro"¢ 'PI o '-C 890(i* 41,;1 fio Mtam.I FL
16 8 23=3 I rom Ch: ]c 8b 1.2 fro S, erpsburg frt

L_!,~~~~~~~~~~~~~~~~e'en tr¢',I [ec-l,' (*- 2b: ,,( e~i~a ,'! 9t; '747'io,~ eem,''~ 7 laie -a s not r(;cor ~ed C': :re,' ¢,lc;''.,n Of x r(Y"'"' 2! s[pC< nc r' :rs
-ea ..,.. ;co~ ,'a sIa sv* m? fan i~ : , o 1"3~ ;'oa's; fc somn','':s lostee usin-g a coo'vr,;aror a --~s~say ano 'rag t[- H of13V r Fssa',.s east~ 0 ¢ 'n I.~
,.n:4.(i $nrjoiola ¢Yafk(.Y OHBs/'Ao an1~ HR, t,/! ;r) at Hii:'. ThIe HBV o-ass' :a-h1< ion was vreterrn% rii I fo- a--'_cn c s:ecvtmn haset on he rie,,.'.' fiaotrrisc o1-

HlBV seroloo'ca mark. r re.slts 'he Ce 'ra-or and" tofe"nce assays wcere froim a singe '-'ianiuac-uior 'nO - L'- r7 :he s]u0 'i"3v a: 'COmeira or"tic racrefelnce 10511
was eerfor.,eCd foho.mq 1an3facturerc iit>ucuons Egch .e [ w ax a'so ts?,ev a' one ca tne ' I ]:]e$ eocalev , Satvas.o T., I-4ersi'-cGPAihev pA or .¢"ee
[VI u.,,n, 11 ARiCl' ItFC'f A[JSAH assayt
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Results by Specimen Classification
Fotiowing testing with the comparator anri. HBs assay and the three reference HBV assays. the 2018 specimens from the increased risk and signs and symrptomspopulations were assigned an HBV classification according to the following table. There were 19 unioue reference marker patterns observed in the ARCHITECT AUSAB
clinical study

HBV Reference Markers

HBsAg' Anti-HBc IgM Total Anti-Hic; Anti-H-8s HBV ClassIfication

Early Acute

Acute

* I Chronic

' " + Chronic

Chronic

Chronic

I Chronic

Recovering Acute

Recovering Acute

Recoverrie Acutc'Urndetencable HBsAg

* I Early Recovery

La[e Acute/Recovering

Possible Recovering Acute/Undetectable HBsAg

Irmune Due t- Natural lnfecton

i Dis*iantiv Immune!Ant4itBs Unknown

Dislandsv hmmune!Anti-lIBs Not Detected

inmnune Due to l!BV Vaicinaiion

I Unknown

'oeive nonreactive I hln-eterminate

Comparison of Results
htio ioowing table compares the ARCHI'I'ICT AUSAS assay results witlt comparator ant-HSl:Is assay results ior e-:cn of the ItBV classificatons Ior thte mincraseg -s

ttn, ttgns and syrtttOmv :rsotulahitns The dam.a are summarized it Ille folelwing attlit.

Comparator Anti-HIBs Interpretation

Positive Indeterminate Negative

ARCHITECT AUSAB Interpretation ARCHITECT AUSAB Interpretation ARCHITECT AUSAB Interpretation

R' GZ' NR" R" GZ' NR' R' GZ' NR' Total
HBV Classification n 1 n n n % n - ri n n n n
idIy Acuto 0 0.00 0 0e00 0 0.00 0 000 0 0.00 0 0 0n 0 000 0 0.00 2 0.10 2

0 tt1o C (tO(* 0 0 C 0 0 0 000 0 : 0.5 2 C: 25
La.e Acute 'Recoverran 0 0 0C 0 0.00 t 0.05 0 000 0 0 ODC 0 0. 0 000 0 0.00 0 0.00 t C CS
Ea~lat lhiccer'tc, C CCC 00000 0000 2 00 2 005 0 0.00 0 0.00 0 0 00 3 C15
Re':ovornc Acutie 4 C20 0 000 0 000 C 0.00 0 0.00 0 000 0 0.00 0 0.00 0 000 4 020
Chrionic 2 015 0 0.00 0 0.00 2 0 10 0 0 0C 2 0.10 0 000 0 0.00 35 1.73 42 2.08
tn!:.O ae Eto tt;:t Sris ' ' h
itfectiot D1e9 9 5 05 000 0 0,00 0 0.00 0 0 0 0.00 0 0.00 0 0 0 1193 956

[}st a n iv Im n L on, £13
A inl.. FIBS 0 0 0 0 00 0 0.00 21 1.04 06 0 30 4 0020 0 0 00 0 000 0 000 31 I5
:, I~s an ke~ ewell

Atm Hs Ntt oi Deletc 0 C00 0 000 C. 000 0 0 00 0 0.00 0 3 00 13 054 0.55 83 4 11 107 5

'5 00e t 13 4c 75 O 1 3 5 0 CE C 0 0 0 0 C 0 003 C 0 0 0 0 0 0 0 ac.v, .,rd;rf.... 
· -

eurickit .nC 31 I53 17 031 1 7 0 C 0 0. 0 004 5; 1'

CCC 0 (1)' 0 000 : 000 - O 1 1040 5 'it I0 0l 6 3S 502

Total 699 34 64 8 0o40 2 0.10 59 2,2 23 114 22 1 09 25 1,24 15 0.74 1165 5773 2018 100.02

t~~tiitt~~~miret I tcrrtI~~~~~ttr Dli ~~10C'.00
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Percent Agreement
rie table below sumnmarizes the positive percent agreemnent and negative percent agreement data for the increased risk and signs and Symptoms populations by HBV
classification. ror the purposes of calculating perceni agreoernoe. indelermtinate results for the comparator anti-H-1s assay were' not included in lhe calculation

Positive Percent . Negative Percent
Agreement 9' Confidence Agreement 95% ConfidenceH8V Classification %(xin) Interval %(x/n) Interval

Early Acute NA (0/Il) NA 100.011 (2/2) 15.81 1 00.00
Acute NA (0/0) NA 100.00 (1)47.82 100.00
Lale Acute/Recovormoc 0.00 10,/h 0.00 97,50 NA (010i NA
Early Recovenring NA (O/0) I NA NA 10/01 NA
Recovering Acute 100.00 14/4t 39.76 100 00 NA (0/01 NA
Chronic 100.00 (3/,3) 29.24 -100.00 100.00 (35/351) 90,00 100.00
immune Due to Natural Inlection 99.48 (192/193) 97.-l5- 99.99 NA (0/0) NA
Distantly Immune/Anti-fi~s Unknown NA (0/01 NA N A (0/0) N A
Distantly Immune/Anti-fl~s Not Detected NA (010) NA 77.57 1831107) 88 49 85.07
Inmmune Due to -HEW Vaccination 98.43 (500/508) 96 92 -99.32 NA (0/0) NA
Unknown NA 10/01 NA NA (0/01 NA
Susceptible NA (0/01 NA 98.48 (1040/1056) 97 55 - 99.13
Total . 98.59 (699/1709) 97.42 -9932 96868 (1165f1205) 95.51 -97.62

Positive perceil agrelottent iurnt er~ofAR CHITECT AUS B reac ts resel et agsj eiwt t ~nsatriit-~ .3iv.tale 0
(Total number of comparator anti-HI~s positive results]

Negativo pecn agemn 'Nu.frbcr of AFIiCHITEt TAISAF i..o ireac tver rsults in I grecmen: wiht te c r peracran iH.B~s efganieresaiis! x tOG
)Total number of comearatlor ant:i-N6s negative results)

The lable beiow sutimarizes tihe ponsiive percent agreement ace negative percent agreen-ent eata for the pedialric population Fer'the purposes of calculating ee-
agrittemitnrt, indetefininate results for tee comparator anti-H~a assay were. rio inctdelue ini lie calculIr-tion.

ARCHITECT AUSAB Results versus Comparator anti-HBs Results Percent
Agreement tor Pediatric Subgroup c=120

Comparator anti-HEIs tnterpretation

ARCHITECT
AUSAB

Interpretation Positive Indeterminate Negative

0IA (B

Pc 'o~is~,)Prten Ageeen (AI(iDi)0 - 14

95icnin""l~evlfrPositive Percentte-et A/)AD i Ao tO e 9344,05 18
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HOV Post Vaccine Recipient Population
Of the 2389 specimens tested in the ARCHITECT AUSAB clinical study. 21f specimens were obtained from individuals who had received a full course of injections (three)
of one of thie Joflowing vaccinos:

GaexoSmitflKline Enqerix-ft' In 106, 50.24%)
Merck & Co., Inc. RECOMBIVAX HR' in - 49 23.22%)
Sanoti Pasteur MSD in ,. t2 5.69%)
Merck & Co., Inc. HEPTAVAX-8f" In - 9. 4.27%)
Merck & Co., Inc. trade name unknown (n ,.- 6.3,9%1
Other (includes different combinations of manufacturer and tracde name types for the three doses) In -- 5, 2.37%.Z%
GlaxoSmilltKline Twinrix

®
(n = 0.47%)

Unknown (n - 21. 9.95%)
Each specimen was tested using the comparator anti-HBs assay following manufacturer's instructions. These specimens were tested using a reference anti-Hi-c assay
and founs to be negative. Each specimen was also tesled at one of the clinical sites located in Galveston, TX and Milwaukee, WI using the ARCHITECT AUSAB assay. Ofohe 21 t specimens in the ttost vaccine recipient populalion, 159 (75.36%) specimens were reactive by the ARCHITECT AUSAB assay and 146 {6g.19%f specimens were
reactive by the comparator anti-HBs assay The positive percent agreement between the ARCHITECT AUSAB assay results and the conmparator anti-HBs assay results
for the post vaccine recipient population was 100.00 61% (14/146, with a 951-, confidence interval of 97.51% to 100.00%4.). The negative percent agreement between theARCHITECT AUSAB assay results and the comparator anti-lifs assay results for tme post vaccine recipient population was 8..78% (39146. with a 95% confidence interval
of 71.13°,; to 93.66%l.) For the purposes of calculating percent agreement. indeterminate results for lhe comparator anii-H~s assay were not included in lie calculation
the data are soummariZed in the following table.

ARCHITECT AUSAB Results versus Comparator anti-HBs Results Percent
Agreement for Vaccine Recipients Subgroup n=211

Comparator anti-Hls Interpretation

ARCHITECT
AUSAB

Interpretation Positive Indeterminate Negative

146 9 'Fteact've

C 5 ~~~~~~~~~~ 3
era/zone iE! tFt

0 u ~~~~~~~39
Nonreac-"(Cl tll (

Negaiv Pererni Agreement i I (C.Fq i( x 100 84 78
Positi Porceat Agreement = (A / fAt'f)G)] x 100 .' 10000 -
95Y. Conficence Itaerval for Neget.ive Percent Agreerrerl - 7113 % 93.66
95 " Confidcoce Inte!',val for Positive Percent Agreemen- ,, (97.51 . 10t0 00

HBV Pre- and Post- Vaccine Recipient Population
Of ',th 2389 speeimons tested in the ARCHITECT AUSAB ciinicpl studyv rt.alloed proe apte post vacci-ation specimerns were obtoinoed Irom 20 ihepalg;is B vaceno
'recpiones 'T'e ore- vacoireltCh specimens were tested Uslang a relerence anti-f l3s ant, ant-IIftc assay and found to be negative by both. Each soecimen was tested us n¢'
inc cno-[laster anti Hfs assay following rnanuf¢ac-urer s irns.rucliosS. Each sncitmen was also tesiet a the elvlcal sile localed iti Milwaukee WI uswa lie ARCHITECT
-SISARi assay the table below surfmart es the sos-sive piercont agreoment and rinegare percent agreenrent data for the ore and poos hepa:i:is I' vaccine secoient
snoeauinon Fori th1, nuicoses Ot caicuiating percent anreeaent. ndeterremote results for tile comoorator anti-f-bs assay were not includeb n Ife calnelation

Positive Percent Negative Percent
Agreement 95% Confidence Agreement 95% Confidence

Vaccination Status , xan) Interval % (x/n) Interval

Pre. Vaccmnanon NA O/01 NA 100t00 (
2

0/
2

0i 83,1 t6 100.00
Post Veoniaaeton 10t 000 (t8t 1 81 47 - 100.00 12/21 15.81 10OO00
Combmei Iv0 tO (O1

8
/1l 81 I7 -100.00 100.00 (22i22i 8456 - 100.00

Limit of Blank. Limit of Detection, and Limit of Ouantltation
The assay is designee to nave a Limit of Blank (LoBf of - 308 mlUrnml Limit of Detectron (LoDl of -t 4.23 mIU-1'L. sed Lmit o1 Cuantaton iloQl of
- B (0. rnmilmiL.. A study was coneuctld fttasdtt on guidaOnce from Ct.SI EP:t7 A' producing sr L.rT of 0.12 ttt/mL, an LeD of t21 rel-J/TL. ane a L(
3 00 rlU,0-,
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WHO Standard Linearity
A study was conducted to evaluate dilutions of the World Health Organization (WHO) First International Reference Preparation for Antibody to HBsAg (1977) with the
ARCHITECT AUSAB assay calibrated with Abbott internal reference calibrators. A linear regression analysis was performed using mean concentration results from 18
replicates each of 6 WHO Reference Preparation dilutions versus the expected concentrations. Predicted concentrations were determined using the slope equation from
various concentrations of the WHO Reference Preparalien dilutions. The data are summarized in the following tables.

ARCHITECT AUSAB WHO Standard Linearity

Slope Intercept

95% 95%
Group N Estimate Confidence Estimate Confidence

Interval Interval

Samples up to
5 1,05 (1.02 1 08) -0,33 (-3.87 3.21)250 mlU/mL

Samples p to 6 02 1099 104 .57 (-422 7.36i
500 irlU0mL

Sample rJupto 1%05 (1 02 1.09) -2.05 (-13 71. 9 60]600 mlU/reL

ARCHITECT AUSAB WHO Standard Linearity
Least Squares Regression Predicted Values

Expected Predicted
Group Concentration Concentration

(mIU/mL) (mil.miL)

0 -033

10 t1017
Samples up to

50 52.19250 mlU!mL 5. .9
104.71

250 262.26

0 12,07

10 SC/7

Sampies tp o 50. 52,56

1100 n)'lllntL. " I03.55

250. 2 645

500 511.46

2.05

i 8 4 g9

Sa~l~os u9 :5: 9[tI0 0 t03 420

250 261.64

--060 525.33

8 0 3 841.76

Dilution Linearity
Th ssay;~ d> e.)ignOl tO .)r-.'.lel ,a ¢lilttion !ioearity correlahiOn c()effJcwn r:Iof 0~90~ A (:itu~ton smr.t ~lJuiy -was, oerformed eva,,-Aa'ng %RCHITECT AUS4E .~ E.rec"orera ann vaocxi,-ee specimens between 300( ond 900 nqUb~lmL These soe-cimens were each. difted n~inuall"v using formal human selurn for S1 totzli cf ? e7 ~:3

, regression analysis w-.as pro~rmeg for each st~ecir-en using .'.e expected and observed concernrations aria resul:s are $unmmanze,, :!het teltowinG :Z..!e

Slope Intercept Correlation Coefficient

3 r'' "~~95' =0" 95" 9 5 % )1 (''. 'OO Q1

Group Sam ple N Esti mate Confidence Estimate Confidence Estimate Confidence
Interval Interval Interval

Racoverec I 8 0,99 (0.918 1.01! 4.20 (0I34 80 } 1010 (1.000 I,000
2 8 1-00 (0 96 1 04t1 6 65 ,-0.52 13 8'3; 0. 9 9.' 9 .000 0{'0

3 0 09 103' 6 89 (015 1364i (DO "'.000 i.0003~

B I O0 ' 0.97 1,03i . 2 7. 1.1. 20 1000 [I 00 ! 000}
99 a 0.94 1.041. 2,I ,9 56C 4,54~ 099 aq 099r0 I,

gee r A 1062 t 8 0 99 9n 15 id i1.15 te 50 ) 12 14.30 I00
3 8 09'2~~~~~~t i95 03 0,92 . .739 5. 0,9q 09 9f g0 1 0001

: i~ ~ ()C 40.,~9i 1 021 3.? (3.¢ 9 '76 1 00 r00i 0100

Pag~e C)0o '~ 2
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Analytical Specificity
The ARCHITECT AUSAS assay was evaluated for potential cross-reactivity for specimens from individuals wrih medical conditiorls unrelated to HBV infection and specimens
containing potentially interforing substances, The data are summarized in the following tables.

Comparator Anti-HIls Assay

Negative Positive

ARCHITECT AUSAB ARCHITECT AUSAB

Category n NRR GZ* R" NR' GZ' R
Cytomegalovirus (ardiiCMV positivel 9 4 0 0 0 0 .

Epstein-Barr Virus [anti-EBV positive) 9 2 0 " 0 0

Hepatitis A Virus (ani. HAV virus) 10 I 0 0 0 0 I
Hepatitis C Virus tanti-HCV virusil t 6 0 0 0 0

Human Immuneoderciency Virus (anti-HIV-1 positive) t0 6 0 0 0 0 4

Herpes Simp!ex VrrUs (antr-HSV positrve) 6 4 0 0 0 0 2
Elevated brlirubin 9 9 0 C 0 0 0

Elevated protein 8 , s 0 0 0 0 3

Human Anti-Mouse Antibodies tHAMA) positive 10 to 0 0 0 0 0
Inlluenra vaccine recipieens 1t 0 o 0 0 6
Multicarous female 10 tO 0 0 C 0

Non-ervir liver disease 6 6 0 0 0 0 2

Rheumatoid factor positive 6 5 0 0 0 0 1

Rubella antibocy positive 10 7 0 0 0 3

Syphilis to 5 0 0 0 0 5

Toueplasenosis IgG posiive 9 5 0 I 0 04

Voricetea Zo-ste VCrus (VZV posstir 7 4

'Yr'ast inhfrcvion 9 6 0 0 3

TOTAL 160 107 0 0 1 0 52

NRfa iioniirltdctivrt CZ grayzon, R reacGive
tie real etoreretproen of the VZV positive stoc-Cmren was antilHBs nagaurai whren testco us nir ihe, Sulm;ieet~
AIJSAS erriyme irrrifrufiaO'tsy

Interterences
At ith :onor';eraI:,iosis ,it Ici'd t liei rorubn [c¢rtjiiguale arid a riT rconjugatrdr. heloetlotvin 'total Protreine aini trqiycerdio. srhowedt less th?.in 10!{it'erfrrc'rc in the. ARCHit'ECT'
AUSAB assay fOr niql eeariva samiires iconceara'ioer range 6.0 to 901 'nlUEL. ac ,w nosetove sm~pts 'Ccofeeneration ranee: 100 o 14 0 llU/ Li

Her'omj obi ~ ~Oc
T roi Proten 2 i/dL
* Iqycenicos 30J0 igi/L

Tube Type Matrix Comparison

Th.follo,,irw tub(: types ar acretC'attle ler use V.;il toe ARCHITECT A AUSA ssv
Iti-ras s-murn ant stru, n separalor
Piasico l oeir', SerutoeeLru or, lithium riheariri paasmt. separator. so0ium rheparin, aun, dupocaa$oiurrr EDTA

On average, the tube tees evaluatee showed less Tilan a tO !0 difference when corneared to (he Ceotrol !be type (glass serum). Tre distnoution of the percent difeneces
Der lut-e Tvr;tr is hatet n is le itilowiris !;!tile

Distribution of %Differences

Evaluation Tube Type < 10 I 1t' tI 0 2 0%

; Se!Um Separ-tor 81 83,'344 as 9:, ,~?/44'

Piastc Setum 79.0 ,.f351441 18 2- !c/8/i`4 2.31 i44l

-sItoo o S eu$ irato' /9 ,. 30 5 . 0. rt4i44t

Pibh L /tb iern" P1'vsm Soc;:rator 06.0".137143 ~ ',t C-!f £2. 13C

i',as: c Sodcuf h(!)65, 8.':: 3 42 . 14' [ .'Y,: 0.0%0/2.

P:a;tC D.a"s'w}:O:~.Iri, [-'iA /8 Q`!:I3?2a ~ 1.9 Abr~:: tR/. 2,4'?f ./.41

D patq~i; C-'!b~ I ) I !R
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Neonate Serum
A study was conducted to evaluate neonate samples when tested with the ARCHITECT AUSAB assay, Twenty-one neonate serum (core blood) samples whose final
interpretation was determined by consensus easting with three anti-HBs assays, were obtained and tested using the ARCHITECT AUSAB assay and the results were
compared. The Data are summarized in the following table

Consensus Anti-H1s Assay Result

Negative Positive

ARCHITECT AUSAB ARCHITECT AUSAB.;......... ..... ] .. ..... .......~;..............;1 ............... ............ ............;
n NR GV R N' GZ" W

21 i5 0 0 0 5

NR = nonreactise, GZ gmyzone, R - reactive
The final interpretation of the grayzone specimen was anti-HBs positve after
supplemental testing.
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